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DETAILED ACTION 

Response to Amendment 

1 . The Examiner acknowledges amendment filed on September 8, 2010 containing 
remarks and amendments to the claims. 

2. Claims 1,8, 10, and 14 are amended, claims 6 and 7 are cancelled and claims 
17-21 are withdrawn. Thus, claims 1-5 and 8-16* remain pending. 

3. With regards to the previous 35 (JSC 112 2 nd paragraph rejection of claims 6 
(concept incorporated into independent claims), 9, and 16, the Examiner accepts the 
amendment and applicant's comments and withdraws the 35 USC 112 2 nd paragraph 
rejection. 

Objections 

4. In the amended claim set dated September 8, 2010, claim 16 is labeled indicated 
withdrawn (page 5) but was indicated as pending in the remarks (page 7). This claim is 
treated as pending. 

5. Claims 1, 8, 10, and 14 are objected to for the following informalities: "sensor 
walls" lack antecedent basis. Appropriate correction is required. 



Claim Rejections - 35 USC § 102 

6. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 
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7. Claims 1-5, 7-12, 14, & 16 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Lauks et al. 5,096,669 (hereinafter "Lauks"). 

8. Regarding claim 1, Lauks teaches a fluid sample collection device (self- 
contained disposable sensing device 10) for collecting 0.05 ml_ or less of blood (column 
3 lines 15-20), and for insertion and testing of said blood in an analyzer (reader 150), 
comprising: 

9. a thin elongate body (body figure 2) having a finger-grip at one end (uneven 
shape of the device depicted in figure 3 effectively facilitates handling), and another 
functional insertion end (slotted opening 360, column 4 lines 20-25), said insertion end 
including, 

10. a collecting region (second conduit 224 to capillary break 222, column 3 lines 15- 
20) including an entrance aperture (orifice 108) through which fluid enters the device by 
capillary action and flows into said collecting region (column 4 lines 48-51), 

11. a testing region (third conduit 228 to sensing arrays 66, column 4 lines 40-43) in 
fluid communication with said collecting region for containing said fluid during testing 
inside said analyzer (column 4 lines 25-30), said testing region comprises an open- 
ended channel (cavity 18 which is in conjunction with conduit 228 and 220; open in 
respect to passing over sensors when actuated column 10 lines 3-10, figure 3, column 5 
lines 39-60, column 10 lines 3-20) passing through said thin elongate body (through in 
the vertical direction and partially in the lateral direction, figure 2) and adapted to be 
sealed off between sensor walls (column 10 lines 15-30; fluid when punctured passes 
through sensors 68) of said analyzer when inserted therein (column 9 line 55 through 
column 10 line 50), 

12. a pumping region (third cavity 22 serves as air bladder 229; when air bladder is 
depressed, air is forced down a fourth conduit 234 into second conduit 224) in fluid 
communication with said testing region for introducing a pressure-differential (column 4 
lines 43-45) and thereby inducting said fluid from said collecting region into said testing 
region for testing (See figures 2-3 column 4 lines 35-50). 

13. Regarding claim 2, Lauks teaches the fluid sample collection device according 
to claim 1, wherein said pumping region comprises a bulb (air bladder 229 formed by 
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cavity 22 and adhesive sheet 74, column 10 line 12) for introducing said pressure- 
differential. 

14. Regarding claim 3, Lauks teaches the fluid sample collection device according 
to claim 1, wherein said pumping region (air bladder region 229 & cavity 22 and 
adhesive sheet) comprises an orifice for coupling a pump in said analyzer to said testing 
region for introducing said pressure-differential (column 10 lines 5-20). 

15. Regarding claim 4, Lauks teaches the fluid sample collection device according 
to claim 2, wherein said bulb is operated by insertion of said collection device into said 
analyzer and squeezing thereof during insertion (column 10 lines 5-20). 

16. Regarding claim 5, Lauks teaches the fluid sample collection device according 
to claim 2, wherein said bulb is operated by squeezing via an actuator in said analyzer 
(column 10 lines 5-20). 

17. Regarding claim 8, Lauks teaches the disposable blood sample collection 
device (self-contained disposable sensing device 10) for insertion and testing of a 
blood sample (column 3 lines 15-20) in a portable analyzer (reader 150), comprising: 

18. an elongate body (body figure 2) including, 

19. a collecting region (second conduit 224 to capillary break 222, column 3 lines 15- 
20) including an entrance aperture (orifice 108) through which blood is drawn into the 
device by capillary action (column 4 lines 48-51), 

20. a testing region (third conduit 228 to sensing arrays 66, column 4 lines 40-43) in 
fluid communication with said collecting region for exposing said blood sample to a 
sensor during testing inside said analyzer (column 4 lines 25-30), said testing region 
comprises an open-ended channel (cavity 18 which is in conjunction with conduit 228 
and 220; open in respect to passing over sensors when actuated column 10 lines 3-10, 
figure 3, column 5 lines 39-60, column 10 lines 3-20) passing through said thin elongate 
body (through in the vertical direction and partially in the lateral direction, figure 2) and 
adapted to be sealed off between sensor walls (column 10 lines 15-30; fluid when 
punctured passes through sensors 68) of said analyzer when inserted therein (column 9 
line 55 through column 10 line 50), and 
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21 . an orifice (calibrant fluid flows out of pouch 60 through first conduit 220 into third 
conduit 238 and then across sensing arrays 68, column 10 lines 5-20) in fluid 
communication with said testing region for coupling a pump (air bladder forces fluid to 
move past capillary break 222; apertures expose sensing arrays, column 9 lines 20-25) 
inside said analyzer to induct said blood sample from said collecting region into said 
testing region for testing. 

22. Regarding claim 9, Lauks teaches the fluid sample collection device according 
to claim 1 , wherein said testing region comprises an open-ended chamber (cavity 18, 
figure 3, column 5 lines 39-60) that is sealed by insertion between sensor walls of said 
analyzer. 

23. Regarding claim 10, Lauks teaches a disposable blood sample collection 
device for insertion and testing of a blood sample in a portable analyzer (column 9 
Iines58-61), comprising: 

24. an elongate body (figure 2) including, 

25. a collecting region including an entrance aperture (orifice 108) through which 
blood is drawn into the device by capillary action (column 9 lines 58-62), 

26. a testing region in fluid communication with said collecting region for exposing 
said blood sample to a sensor during testing inside said analyzer (column 9 lines 20-25, 
column 10 lines 5-20), said testing region comprises an open-ended channel (cavity 18 
which is in conjunction with conduit 228 and 220; open in respect to passing over 
sensors when actuated column 10 lines 3-10,, figure 3, column 5 lines 39-60, column 10 
lines 3-20) passing through said thin elongate body (through in the vertical direction and 
partially in the lateral direction, figure 2) and adapted to be sealed off between sensor 
walls (column 10 lines 15-30; fluid when punctured passes through sensors 68) of said 
analyzer when inserted therein (column 9 line 55 through column 10 line 50), and 

27. a bulb (air bladder 229 formed by cavity 22 and adhesive sheet 74, column 10 
line 12) in fluid communication with said testing region and manipulated by said 
analyzer to induct said blood sample from said collecting region into said testing region 
for testing. 
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28. Regarding claim 11, Lauks teaches the disposable blood sample collection 
device according to claim 10, wherein said bulb (air bladder 229) is manipulated by said 
analyzer (column 10 lines 10-20) as a result of insertion therein. 

29. Regarding claim 12, Lauks teaches the disposable blood sample collection 
device according to claim 10, wherein said bulb is manipulated by an actuator inside 
said analyzer (column 10 lines 10-20). 

30. Regarding claim 14, Lauks teaches a disposable blood sample collection 
device (self-contained disposable sensing device 10) for insertion into an analyzer 
(reader 150), comprising: 

31 . a thin elongate body adapted for insertion into said analyzer (figure 1); 

32. a capillary tube (conduit 224, figure 2) integrally-molded in said body and 
extending inwardly from a distal end (extension in figure 2); 

33. an open-sided testing region (third conduit 228 to sensing arrays 66, column 4 
lines 40-43) in fluid communication with said capillary tube; said testing region 
comprises an open-ended channel (cavity 18 which is in conjunction with conduit 228 
and 220; open in respect to passing over sensors when actuated column 10 lines 3-10, 
figure 3, column 5 lines 39-60, column 10 lines 3-20) passing through said thin elongate 
body (through in the vertical direction and partially in the lateral direction, figure 2) and 
adapted to be sealed off between sensor walls (column 10 lines 15-30; fluid when 
punctured passes through sensors 68) of said analyzer when inserted therein (column 9 
line 55 through column 10 line 50), and 

34. an actuator region (third cavity 22 serves as air bladder 229; when air bladder is 
depressed, air is forced down a fourth conduit 234 into second conduit 224) in fluid 
communication with said testing chamber for introducing a pressure-differential (column 
4 lines 43-45) and thereby inducting blood from said capillary tube into said testing 
chamber for testing (calibrant fluid flows out of pouch 60 through first conduit 220 into 
third conduit 238 and then across sensing arrays 68, column 10 lines 5-20) (air bladder 
forces fluid to move past capillary break 222; apertures expose sensing arrays, column 
9 lines 20-25). 
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35. Regarding claim 16, Lauks teaches the disposable blood sample collection 
device according to claim 14, wherein said thin elongate body comprises at least one 
edge which communicates with said analyzer to correctly position said disposable blood 
sample collection device with respect to said analyzer (device inserted through opening 
360, figures 11-13 column 10 lines 50-60). 

Claim Rejections - 35 USC § 103 

36. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 102 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 

37. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at 
issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

38. Claim 13 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Lauks et al. 5,096,669 as evidenced by Westberg et al. US Patent 6,759,007. 

39. Regarding claim 13, Lauks does not specifically teach a solenoid actuator. 
However, it is well known in the art that fluidic actuators may comprise a solenoid for the 
benefit of controlling fluid flow by converting electrical energy to mechanical energy (see 
Westberg column 11 line 30 - column 12 line 35). It would have been obvious to 
provide the device of Lauks et al. with a solenoid actuator to control fluid flow. 
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40. Claim 15 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Lauks et al. 5,096,669 in view ofKelley US Patent 5,257,984 (hereinafter "Kelley"). 

41. Regarding claim 15, Lauks teaches the disposable blood sample collection 
device according to claim 14, but does not teach said capillary tube is pre-loaded with 
anticoagulant. 

42. However in the analogous art of blood collecting devices, Kelley teaches a glass 
capillary tube coated with anticoagulant for keeping the blood thin (column 1 lines 50- 
60). 

43. Therefore, it would have been obvious to one having ordinary skill in the art at 
the time of the invention to incorporate an anticoagulant of Kelley in the capillary 
chambers of Lauks for keeping the blood thin. 

Response to Arguments 

44. Applicant's arguments filed September 8, 2010 have been fully considered but 
they are not persuasive. 

45. I. Regarding applicant's comment that the invention contains an open ended 
channel though the device with open-air apertures on both opposing sides, so that the 
sample blood can be exposed and come in direct contact with opposing ultrasonic 
sensors. The ultrasound waves must pass directly through the blood sample without 
interference from the walls of the disposable sample collection device. Applicant 
submits that these features are not suggested or taught by Lauk. 

46. In response to applicant's argument that the references fail to show certain 
features of applicant's invention, it is noted that the features pertaining to the ultrasonic 
sensor in relation to the structure of the device above, upon which applicant relies are 
not recited in the rejected claim(s). Although the claims are interpreted in light of the 
specification, limitations from the specification are not read into the claims. See In re 
Van Geuns, 988 F. 2d 1181, 26 USPQ2d 1057 (Fed. Cir. 1993). 

47. II. Regarding applicant's comment, page 8 paragraph 2, that the sensors of Lauk 
are inside the disposable not the analyzer and Lauk fails to teach or suggest an open- 
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ended channel passing through said thin elongate body and adapted to be sealed off 
between sensor walls of said analyzer. Examiner disagrees. The open-ended channel is 
considered to be the cavity 18 which is in conjunction with conduit 228 and 220 which is 
open to the environment outside the analyzer and also open in respect to passing over 
sensors when actuated. The channel pass through said thin elongate body through in 
the vertical direction and partially in the lateral direction and adapted to be sealed off 
between sensor walls when inserted in the analyzer and sealed. Fluid when punctured 
passes through sensors 68 of said analyzer when inserted therein. 

48. III. Regarding applicant's comment, page 9 paragraph 1 pertinent to claim 3, that 
Lauk does not rely on an external pump and fails to teach or suggest any orifice for 
coupling a pump in said analyzer to said testing region for introducing pressure- 
differential. Examiner disagrees. The pending claim 3 has not given explicit weight to 
the location of the pump being external. Lauk's air bladder region 229 when actuated 
forces calibrant fluid flows out of pouch 60 through first conduit 220 into third conduit 
238 and then across sensing arrays 68, column 10 lines 5-20 (orifice) in fluid 
communication with said testing region for coupling a pump which would be the air 
bladder forces fluid to move past capillary break 222; apertures expose sensing arrays, 
inside said analyzer to induct said blood sample from said collecting region into said 
testing region for testing. Pumping is being used to move fluid to sensor for reading, 
thus it would have been obvious if the pump was external or internal if fluid was being 
moved to the sensors. 

49. IV. Regarding applicant's comment, page 9 pertinent to claim 13, that there are 
no known prior attempts to employ a solenoid actuator in a portable analyzer that is 
operative on a resilient plastic bulb to pump blood into an ultrasonic testing area. 
Examiner acknowledges that solenoid actuators "in a portable analyzer that is operative 
on a resilient plastic bulb to pump blood into an ultrasonic testing area" are not 
necessarily well known, however solenoid actuators that are used for pumping fluid are 
well known as evidenced by Westberg column 11 line 30 - column 12 line 35. The 
examiner relies on the concept that solenoid actuators are used for fluid pumping 
purposes for an obvious statement in which one of ordinary skill in the art would use a 
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solenoid actuator in the device above to control fluid flow by converting electrical energy 
to mechanical energy. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sharon Pregler whose telephone number is (571)270- 
5051 . The examiner can normally be reached on Mon - Fri 8am-5pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, In Suk Bullock can be reached on (571)272-5954. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Sharon Pregler/ 
Examiner, Art Unit 1772 

/In Suk Bullock/ 

Supervisory Patent Examiner, Art Unit 1772 



